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Application/Control Number: 1 0/51 8,1 99 Page 2 

Art Unit: 1615 

DETAILED ACTION 

Note to Applicant: References to paragraphs in non-patent literature refer to full 
paragraphs (e.g. 'page 1 column 1 paragraph V refers to the first full paragraph on page 
1 in column 1 of the reference) 

Election/Restrictions 

Applicant's election with traverse of Group I in the reply filed on February 24, 
2009 is acknowledged. The traversal is on the ground(s) that applicant believes there is 
a common special technical feature at least linking groups I and group II. This is not 
found persuasive because although the restriction requirement did not detail the 
different technical features of group I and group II, the latter contains embodiments not 
required by the former. In addition, the inventions lack unity because the feature that is 
common to both groups does not make a contribution over the prior art (a textile support 
with lyophilized biocompatible material composed of hyaluronic acid, alginates, 
polypeptide or polcaprolactone) as demonstrated by the rejections below. Finally, 
should the invention of group I become allowable, the embodiments of group II that 
include the same technical feature as group I would be eligible for rejoinder. 

Claims 6-12 and 18-19 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected inventions, there being no allowable 
generic or linking claim. 



Application/Control Number: 1 0/51 8,1 99 Page 3 

Art Unit: 1615 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 and 4 are rejected under 35 U.S.C. 102(b) as being anticipated by Orgill 
et al. (WO 00/16822 - see IDS) as evidenced by Summary of Safety and Effectiveness 
for PROLENE Soft (2000 Section 7 pages 25-27). 

Orgill et al. disclose a PROLENE polypropylene mesh that is coated with a freeze 
dried (lyophilized) collagen (polypeptide) coating (see page 16 lines 5-16). The 
Summary of Safety and Effectiveness for PROLENE Soft discloses that PROLENE 
mesh is composed of a monofilament polypropylene mesh (see page 26 paragraph 4). 
Therefore claim 1 is unpatentable over Orgill et al. as evidenced by the Summary of 
Safety and Effectiveness for PROLENE Soft. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

The four factual inquiries of Graham v. John Deere Co. have been fully considered and 

analyzed in the rejections that follow. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1 and 4 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Orgill et al. in view of the Summary of Safety and Effectiveness for PROLENE Soft . 

Orgill et al. teach a polypropylene mesh with a freeze dried collagen- 
glycosaminoglycan blend (see page 16 lines 5-16). In addition, Orgill et al. teach 
hyaluronic acid as an envisioned glycosaminoglycan (see page 7 Iine31-page 8 line 3; 
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instant claim 1). Orgill et al. go on to teach the polypropylene mesh Prolene™ as a 
particular envisioned mesh, but do not explicitly teach details about its structure. 

The Summary of Safety and Effectiveness for PROLENE Soft teach that 
Prolene™ polypropylene meshes are knit monofilament (single thread) mesh structures 
see page 25 Device Description; instant claim 4). Since this was a known variety of 
Prolene™, it would have been obvious to one of ordinary skill in the art at the time of the 
invention to select this particular variety for the invention of Orgill et al. Therefore claims 
1 and 4 are obvious over Orgill et al. in view of the Summary of Safety and 
Effectiveness for PROLENE Soft. 

Claims 1-2 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Orgill et al. in view of the Summary of Safety and Effectiveness for PROLENE Soft 
as applied to claims 1 and 4 above, and further in view of Noishiki (US Patent No. 
5,986,168). 

Orgill et al. in view of the Summary of Safety and Effectiveness for PROLENE 
Soft make obvious a polypropylene mesh composed of single-strand threads with 
lyophilized hyaluronic acid on its surface (see claims 1 and 16). This modified reference 
does not explicitly teach the molecular weight of the hyaluronic acid. 

Noishiki teach a prosthetic device with a bioabsorbable material (see abstract). In 
particular hyaluronic acid is taught as a known bioabsorbable material and its molecular 
weight is disclosed by Noishiki (see column 5 lines 66-67 and column 6 lines 19-20). 
This molecular weight is taught to range from 10,000 to 2,000,000 Daltons (see column 
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6 lines 21-22; instant claim 2). As a known option used in the same context, it would 
have been obvious to one of ordinary skill in the art at the time of the invention to select 
a hyaluronic acid between 10,000 to 2,000,000 Daltons for the invention of Orgill et al. 
in view of the Summary of Safety and Effectiveness for PROLENE Soft. Therefore 
claims 1-2 and 16 are obvious over Orgill et al. in view of the Summary of Safety and 
Effectiveness for PROLENE Soft and Noishiki. 

Claims 1-2, 13-14, and 16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Orgill et al. in view of the Summary of Safety and Effectiveness for 
PROLENE Soft as applied to claims 1 and 4 above, and further in view of Boone et al. 
(US Patent No. 6,294,170) and Wade et al. (US Patent No. 5,632,995). 

Orgill et al. in view of the Summary of Safety and Effectiveness for PROLENE 
Soft make obvious a polypropylene mesh composed of single-strand threads with 
lyophilized hyaluronic acid on its surface (see claims 1 and 16). This modified reference 
does not explicitly teach the molecular weight of the hyaluronic acid. 

Boone et al. teach hyaluronic acid used in a biological context (see column 28 
lines 19-28). Further detail provided by Boone et al. regarding the hyaluronic acid 
teaches the molecular weight ranges known for use. In particular, weights between 
1,000,000 and 2,000,000 Daltons are taught (see column 29 lines 12-17). Further, 
Wade et al. teach that hyaluronic acid of 1,200,000 Daltons in molecular weight was 
also known for use in a biological context (column 7 lines 13-18; instant claims 13-14). 
In light of the molecular weights of hyaluronic acid known for use in a biological context 
and the routine experimentation within the technical grasp of one of ordinary skill in the 
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art, it would have been obvious to one of ordinary skill in the art at the time of the 
invention use a molecular weight between 1 ,000,000 to 2,000,000 Daltons and in 
particular 1,200,000 Daltons, in the modified invention of Orgill et al. Therefore claims 
1 -2, 1 3-1 4, and 1 6 are obvious over Orgill et al. in view of the Summary of Safety and 
Effectiveness for PROLENE Soft, Boone et al, and Wade et al. 

Claims 1, 3, and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Orgill et al. in view of Kugel (US Patent No. 5,634,931 ). 

Orgill et al. teach a polypropylene mesh with a freeze dried collagen- 
glycosaminoglycan blend (see page 16 lines 5-16). In addition, Orgill et al. teach 
hyaluronic acid as an envisioned glycosaminoglycan (see page 7 Iine31-page 8 line 3; 
instant claim 1). Orgill et al. go on to teach a polypropylene mesh as a particular 
envisioned mesh. The hyaluronic acid is taught by Orgill et al. to enhance the anti- 
adhesive properties of the coated structure (see page 8 lines 2-3). This reference does 
not explicitly teach the presence of a top layer of bi- or tri-dimensional structure in the 
mesh support. 

Kugel teaches a hernia mesh patch preferable composed of a top and bottom 
layer of monofilament (single strand) polypropylene (see column 3 lines 61-64 and 
column 4 lines 37-46; instant claims 3 and 17). Each layer has both two (length and 
width) and three (length width and thickness/depth) dimensions. Since the inhibition of 
non-specific tissue adhesion between the hernia patch and surrounding organs/tissues 
is desirable, it would have been obvious to one of ordinary skill in the art at the time of 
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the invention to utilize the mesh structure of Kugel in the invention Orgill et al. Therefore 
claims 1 , 3, and 1 7 are obvious over Orgill et al. in view of Kugel. 



Claims 1-2, and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Orgill et al. in view of Noishiki and Kugel. 

Orgill et al. teach a polypropylene mesh with a freeze dried collagen- 
glycosaminoglycan blend (see page 16 lines 5-16). In addition, Orgill et al. teach 
hyaluronic acid as an envisioned glycosaminoglycan (see page 7 Iine31-page 8 line 3; 
instant claim 1 ). Orgill et al. go on to teach a polypropylene mesh as a particular 
envisioned mesh. The hyaluronic acid is taught to by Orgill et al. enhance the anti- 
adhesive properties of the coated structure (see page 8 lines 2-3). This reference does 
not explicitly teach the presence of a top layer of bi- or tri-dimensional structure in the 
mesh support or the molecular weight of the hyaluronic acid. 

Kugel teaches a hernia mesh patch preferable composed of a top and bottom 
layer of monofilament (single strand) polypropylene (see column 3 lines 61-64 and 
column 4 lines 37-46; instant claims 3 and 17). Each layer has both two (length and 
width) and three (length width and thickness/depth) dimensions. 

Noishiki teach a prosthetic device with a bioabsorbable material (see abstract). In 
particular hyaluronic acid is taught as a known bioabsorbable material and its molecular 
weight is disclosed by Noishiki (see column 5 lines 66-67 and column 6 lines 19-20). 
This molecular weight is taught to range from 10,000 to 2,000,000 Daltons (see column 
6 lines 21-22; instant claim 2). 
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Since the inhibition of non-specific tissue adhesion between the hernia patch and 
surrounding organs/tissues is desirable, it would have been obvious to one of ordinary 
skill in the art at the time of the invention to utilize the mesh structure of Kugel in the 
invention Orgill et al. As a known option used in the same context, it would have been 
obvious to one of ordinary skill in the art at the time of the invention to select a 
hyaluronic acid between 1 0,000 to 2,000,000 Daltons for the invention of Orgill et al. 
Therefore claims 1-2 and 15 are obvious over Orgill et al. in view Kugel and Noishiki. 



Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CARALYNNE HELM whose telephone number is 
(571 )270-3506. The examiner can normally be reached on Monday through Thursday 
8-5 (EDT). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Caralynne Helm/ 
Examiner, Art Unit 1615 



/Tracy Vivlemore/ 

Primary Examiner, Art Unit 1635 



